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earned patent term adjustment. See 37 CFR 1 704(b) 9 communication, even if timely filed, may reduce any 

Status 

1 ) K Responsive to communication(s) filed on Sep 4, 2001 
2a) □ This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance excpnt for fnrmoi 

close, ,„ aocoroanc. w„h «. ^TJSa&^^%S%?£* * 

Disposition of Claims 

4) K Claim(s) /-43 



4a) Of the above, claim (s) 7-35 aw/ 43 
5)D Claim(s) 



~6) ^l~Claim(s) 36-42 

7) D Claim (s) 

8) D Claims 



_ is/are pending in the application. 
. is/are withdrawn from considerate 

is/are allnwoH 

is/are rejected. 



. is/are objected to. 



Application Papers 

9)D The specification is objected to by the Examiner. 



. are subject to restriction and/or election requirement 



. is/are objected to by the Examiner. 



1 0)0 The drawing(s) filed on 

The proposed drawing correction filed on ie . jn j-, 

12in Th««-h * , • ■ ^ approved tfD disapproved. 

1 2) U The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

1 3) 0 1 Acknowledgement is made of a claim for foreign priority under 35 U.S.C S 1 1 9(a)-(d) 
a)D All b)D Some* c)D None of: 

1 ■ □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No 

• C0P ' e %tS 
See the attached detailed Office action for a list of the citified copls not received 
4,U Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §11 9(e). 

Attachment(s) 

15} O Notice of References Cited (PT0-892) 

16) □ Notice of Draftspersons Patent Drawing Review (PT0-948) 

17) □ Information Disclosure Statements) (PTO-H49) Paper No(s). 



18) □ Interview Summary (PTO-413) Paper No(s). 

19) □ Notice of Informal Patent Application (PT0-1 52) 

20) □ Other: 
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Part III DETAILED ACTION 

1. Claims 1-43 are pending. 

2. Applicant's election with traverse of Group IV, claims 36-42 
in Paper No 7 is acknowledged. The traversal is on the ground (s) 
that the combined teachings of Himmler et al . , and Ludqate et al 
would neither motivate one of skill in the art to make "a 
substitution to Ludgate et al . , with the teachings of Himmler et 
al absent Applicant's specification and even if said substitution 
did occur there was no expectation of success in creating 
Applicant's claimed invention. This is not found persuasive 
because Himmler specifically teaches why cAMP measurement via CRE 
elements is preferred over direct cAMP measurement and Himmler et 

° P. e . rforms said assa y wi th known agonists and antagonists 
wherein said assay agreed with the reported responses to said 

Sf^f f j' ^ was u tau 9 ht fa y ludgate to be produced by 
CHO-R transfected cells incubated with TSAb, so an expectation of 
success was taught by the prior art. p 

FINALS 6 requirement is sti11 deemed proper and is therefore made 

Accordingly, claims 1-35 and 43 are withdrawn from further 
consideration by the examiner, 37 CFR 1.142(b), as being drawn to 
non-elected inve ntions a 



3. Claims 36-42 are rejected under 35 U.S.C. 112 second 
paragraph, as being indefinite for failing to particularly poiSt 
as tne invfntTon 7 ^ BUbj6Ct ""^ whic h Applicant regards 
Regarding claims 36 and 40, the phrase "such as" renders the 
claim indefinite because it is unclear whether the limitations 
S°2m?Sf (S? 6 P Part ° f the Claimed inv ention. Sef S?EP 



Claim Rejections - 35 USC §103 

tho yI^J? ll0W ^ 9 i S - a ^ uotation ^ 35 U.S.C. § 103 which forms 
the basis for all obviousness rejections set forth in this Office 
action : 

t^JnS^i ™7- r ?° t . be obtai ned though the invention is not 
i£f MM^ y ^°l e * ° r descr ibed as set forth in section 102 of 
hf' ^i \J X erenCeS between the subject matter sought to 
be patented and the prior art are such that the subject matter as 
a whole would have been obvious at the time the invention was mad! 
™££ S ° n , haVlng ordinar y ski11 ^ the art to which said subject 
™S£~ ■ Per l a . 1, i. 8 - t .u Paten tability shall not be negatived by the 
manner in which the invention was made 

™ att 1 er ^loped by another person, which qualifies as 
title lLif Y S 1 ub / ection ( f ) or (g) of section 102 of this 

title, shall not preclude patentability under this section where 
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the subject matter and the claimed invention were, at the time the 
invention was made, owned by the same person or subject to an 
obligation of assignment to the same person. 

This application currently names joint inventors. In 
considering patentability of the claims under 35 U.S.C. 103(a), the 
examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made 
absent any evidence to the contrary. Applicant is advised of the 
obligation under 37 CFR 1.56 to point out the inventor and 
invention dates of each claim that was not commonly owned at the 
time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103® and potential 35 
U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 



4. Claims 36-42 are rejected under 35 U.S.C. § 103 as being 
unpatentable over Ludgate et al . , in view of Himmler et al . , both 
of record 

Ludgate et al . , teaches a cell stably transfected with a cDNA 
clone encoding human TSH-R, wherein activation of said receptor is 
detecting by directly measuring cAMP, so the distinction between 
TSAb and TBAb can be made (see page R13-R14, in particular) . 

The claimed invention differs from the prior art teachings by 
the recitations of transfecting the cells with cDNA promoters 
"containing — cAMP — response — elements — whrch — contain — the — consensus 
sequence, and cDNA which encodes for the enzyme lucif erase, wherein 
said lucif erase levels vary with the amount of induced cAMP levels. 
However, Himmler et al . , teaches a cDNA construct that has a CRE 
promoter region which contains the consensus sequence TGACGTCA, and 
a cDNA sequence which encodes for the enzyme lucif erase, wherein 
said lucif erase levels vary with the amount of induced cAMP levels. 
Himmler et al . , also teaches that said enzymatic lucif erase 
measurement is far less work intensive than direct cAMP measurement 
(see abstract, in particular) . 

One of ordinary skill in the art at the time the invention was 
made would have been motivated to substitute the direct measurement 
of cAMP taught by Ludgate for distinguishing between TSAb's and 
TBAb' s for the luciferase enzymatic determination taught by Himmler 
et al., because the luciferase enzymatic determination is far less 
work intensive than direct cAMP measurement yet was dose responsive 
to known receptor agonists and antagonists. From the teachings of 
the references, it is apparent that one of ordinary skill in the 
art would have had a reasonable expectation of success in producing 
the claimed invention. Therefore, the invention as a whole is 
prima facie obvious to one of ordinary skill in the art at the time 
the invention was made, as evidenced by the references. 

5. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Patrick 
Nolan whose telephone number is (703) 305-1987. The examiner can 
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normally be reached on Monday through Thursday from 8:00 am to 5-30 
pm . 

6. If attempts to reach the examiner are unsuccessful, the 
ex ^ mine f; ,s supervisor, Christina Chan, can be reached at (703) 305- 
3973. The FAX number for our group, 1644, is (703) 305-7401 Any 
inquiry of a general nature relating to the status of this 
application or proceeding should be directed to the Group 
receptionist, whose telephone number is (703) 308-0196 



Patrick J. Nolan, Ph.D. 
Patent Examiner, Group 164 0 
November 18, 2 0 01 



